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« The MAILING DATE of this communication appears on the cover sheet with the corresp ndence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 04 June 2001 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1. 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-12 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 1 )□ The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)IElAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 
Attachnient(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) O Notice of Informal Patent Application (PTO-152) 

3) ^ Infomnation Disclosure Statement(s) (PTO-1449) Paper No(s) 3Z- 6) □ Other: 
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Art Unit: 1648 



DETAILED ACTION 

1 . Claims 1-12 are pending and are examined. 

Claim Rejections - 35 USC§112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
' making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1-12 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter w^hich v^as not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly coimected, to make and/or use the 
invention. The specification does not provide an enabling disclosure with either complete 
evidence that the claimed biological material is known and readily available to the public or 
complete evidence of the deposit of the biological material. 

The specification lacks complete deposit infomiation for the deposits of the cl43 
monoclonal antibody. Applicant makes a reference to the antibody in the specification (see 
connecting paragraph on pages 2-3); however, because it is not clear that the monoclonal 
antibody is publicly available or can be reproducibly isolated from nature without undue 
experimentation and because the best mode disclosed by the specification requires the use of the 
monoclonal antibody, a suitable deposit for patent purposes is required. Accordingly, filing of 
evidence of deposits commensurate in scope with the claims is required. Without a publicly 
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available deposit of the construct, one skilled in the art could not be assured of the ability to 
practice the invention claimed. Apphcant's attention is directed to 37 C.F.R. § 1.801-1.809. 

Double Patenting 

4. Claims 5-9 are objected to under 37 CFR 1.75 as being a substantial duplicate of claims 
1-4. When two claims in an application are duplicates or else are so close in content that they 
both cover the same thing, despite a slight difference in wording, it is proper after allowing one 
claim to object to the other as being a substantial duplicate of the allowed claim. See MPEP § 
706.03(k). For example in claim 5, an agent for diagnosing a possibility of onset of bovine 
leukemia which comprises the monoclonal antibody according to claim 1 is a cl 43 monoclonal 
antibody which is used for detecting a bovine individual which has a possibility of onset of 
bovine leukemia, which is claimed in claim 1, lacking any evidence to the contrary. 

5. Apphcant is advised that should claims 1-4 be found allowable, claims 5-9 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof When two claims in an 
application are duplicates or else are so close in content that they both cover the same thing, 
despite a shght difference in wording, it is proper after allowing one claim to object to the other 
as being a substantial dupUcate of the allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
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art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

7. Claims 1 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Koguchi 
et al. (1996) (IDS of June 18, 2001, Reference No.l). 

Koguchi et al. teaches the cl43 monoclonal antibody that recognizes a tumor-associated 
antigen during the onset of bovine leukemia. (See "Summary" and conclusory remark in the last 
paragraph of page 350) It would have been prima facie obvious for one of ordinary skill in the art 
at the time the invention was made to use the cl43 monoclonal antibody to detect a bovine 
individual which has a possibility of onset of bovine leukemia because the antibody was 
characterized and the one of ordinary skill would have been strongly motivated to do so by the 
aforementioned conclusory statement by Koguchi et al. 

8. No claim is allowed. 

9. Papers relating to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 located in Crystal Mall 1. The Fax number 
for Art Unit 1648 is (703) 308-4242. All Group 1600 Fax machines will be available to receive 
transmissions 24 hrs/day, 7 days/wk. Please note that the faxing of such papers must conform 
with the Notice published in the Official Gazette, 1096 OG 30, (November 15, 1989). 

10. Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Hankyel T. Park, Ph.D., whose telephone number is (703) 305- 
7255. The Examiner can normally be reached on Monday through Friday from 8:30 AM - 5 :00 
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PM, (EST). If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, James C. Housel, can be reached at (703) 308-4027. Any inquiry of a general nature 
or relating to the status of this application should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 



June 26, 2003 




HANKYELT.PARK,PH.O 
PRIMARY EXAMINER 



